§600.81

that the report or information sub-
mitted under this section constitutes
an admission that the biological prod-
uct caused or contributed to an adverse
effect. For purposes of this provision,
this paragraph also includes any person
reporting under paragraph (c)(1)(iii) of
this section.

[59 FR 54042, Oct. 27, 1994, as amended at 62
FR 34168, June 25, 1997; 62 FR 52252, Oct. 7,
1997; 63 FR 14612, Mar. 26, 1998; 64 FR 56449,
Oct. 20, 1999; 70 FR 14982, Mar. 24, 2005]

§600.81 Distribution reports.

The licensed manufacturer shall sub-
mit to the Center for Biologics Evalua-
tion and Research or the Center for
Drug Evaluation and Research (see
mailing addresses in §600.2), informa-
tion about the quantity of the product
distributed under the biologics license,
including the quantity distributed to
distributors. The interval between dis-
tribution reports shall be 6 months.
Upon written notice, FDA may require
that the licensed manufacturer submit
distribution reports under this section
at times other than every 6 months.
The distribution report shall consist of
the bulk lot number (from which the
final container was filled), the fill lot
numbers for the total number of dosage
units of each strength or potency dis-
tributed (e.g., fifty thousand per 10-
milliliter vials), the label lot number
(if different from fill lot number), la-
beled date of expiration, number of
doses in fill lot/label lot, date of release
of fill lot/label lot for distribution at
that time. If any significant amount of
a fill lot/label lot is returned, include
this information. Disclosure of finan-
cial or pricing data is not required. As
needed, FDA may require submission of
more detailed product distribution in-
formation. Upon written notice, FDA
may require that the licensed manufac-
turer submit reports under this section
at times other than those stated. Re-
quests by a licensed manufacturer to
submit reports at times other than
those stated should be made as a re-
quest for a waiver under §600.90.

[59 FR 54042, Oct. 27, 1994, as amended at 64
FR 56449, Oct. 20, 1999; 70 FR 14983, Mar. 24,
2005]
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§600.90 Waivers.

(a) A licensed manufacturer may ask
the Food and Drug Administration to
waive under this section any require-
ment that applies to the licensed man-
ufacturer under §§600.80 and 600.81. A
waiver request under this section is re-
quired to be submitted with supporting
documentation. The waiver request is
required to contain one of the fol-
lowing:

(1) An explanation why the licensed
manufacturer’s compliance with the re-
quirement is unnecessary or cannot be
achieved,

(2) A description of an alternative
submission that satisfies the purpose of
the requirement, or

(3) Other information justifying a
waiver.

(b) FDA may grant a waiver if it
finds one of the following:

(1) The licensed manufacturer’s com-
pliance with the requirement is unnec-
essary or cannot be achieved,

(2) The licensed manufacturer’s alter-
native submission satisfies the require-
ment, or

(3) The licensed manufacturer’s sub-
mission otherwise justifies a waiver.
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